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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

Claims 1-19, 26-34 are provisionally rejected on the ground of nonstatutory 

obviousness-type double patenting as being unpatentable over claims 101 -103,1 06- 

1 1 0,1 1 2-1 1 3 of copending Application No. 09/924,298. Although the conflicting claims 

are not identical, they are not patentably distinct from each other because the difference 

between claims 1-19, 26-34 of the application and claims 101-103,106-1 10,1 12-1 13 of 

the copending application lies in the fact that the copending application claims include 

many more elements and are thus more specific. Thus, the invention of claims 101- 

1 03,1 06-1 1 0,1 12-113 of the copending application is in effect a "species" of the 

"generic" invention of claims 1-19, 26-34. It has been held that the generic invention is 

"anticipated" by the "species" See in re Goodman, 29 USPQ2d 2010 (Fed. Cir. 1993). 

Since claims 1-19, 26-34 of the application are anticipated by claims 101-103,106- 
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1 1 0,1 1 2-1 1 3 of the copending application, they are not patentably distinct from claims 
101-103,106-110,112-113. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 2-7,10-19, 26-29, 32, 33 are rejected under 35 U.S.C. 103 (a) as being 
unpatentable over Pope et al (6,290,726) in view of Larsen et al. (5,782,832). 

Pope et al disclose a body member (2055) for use with a shell (2051 , 2052) to 
form an implantable endoprosthesis, the body member comprising a first component 
having an articular surface (2053a) for articulated movement with the shell (2051a) the 
first component formed from a wear resistant first material, and a second component 
(2053c), wherein the body member is adapted to articulate with respect to the shell such 
that one or more surface of the shell come into contact with the articular surface of the 
first component, as best seen in FIG. 2Z, a second component (2053c), wherein the 
second component is disposed between the first component (2053a) and a third 
component (2053b) also formed from the first material (wear resistant material) The 
third component having an articular surface for articulated movement with the shell; 
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wherein the body member is adapted to articulate with respect to theshell such that one 
or more surfaces of the shell come in contact with the articular surfaces of the first and 
third components during articulation, as best seen in FIG.2z, as set forth in column 18, 
lines 47-67, column 19, lines 1-3. A first portion (2053a) configured to articulate with a 
first surface of the shell structure, the first portion form from a first wear resistant 
material; a second portion (2053b) configured to articulate with the second surface of 
the shell structure, the second portion formed from a second wear-resistant material; 
and a third portion (2053c) positioned at least partially between the first and second 
portions to avoid contact with the shell structure. 

Although Pope et al teach that the second component could be made of more 
than one material, such as polymer material, it is noted that Pope et al did not teach of a 
second component made of a resilient material; as claimed by applicant. However, in 
similar art, Larsen et al evidences the use of a second component made of resilient 
material to provide a cushion between first and second supports or shells. 

Therefore, given the teaching of Larsen et al, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the device of 
Pope; as taught by Larsen et al., to provide a cushion between first and second 
supports or shells. 

With respect to claims 17-19, 27-29, 32, 33, Pope et al. disclose all the 
limitations, as set forth in column 18, lines 47-67, column 19, lines 1-3; and as set forth 
in column 8, lines 1-67, and as best seen in FIGS. 19, 20, 25, 26. 
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With respect to claims 3-16, it is noted that Pope et al teach all the limitations 
except for the material being one or more metal and the metal is an alloy and the alloy 
is cobalt-chrome alloy, and the material is ceramic herein the ceramic is alumina or 
zirconia and a molecular weight ranging from about 5.0 x 10E5 grams/mol to about 6.0 
x 10E6 grams/mol; polyethylene having modulus of elasticity ranging from about 0.7 to 
about 3.0 Gpa; A polyethylene cross-linked to an extent ranging between about 0 to 
about 50% as measure by a swell ratio; polymer comprising (PEEK) and the second 
material comprises polymer having durometer ranging from about 75A to about 65D; as 
claimed by applicant. However, it would have been obvious to one having ordinary skill 
in the art to use any known or preferred material; since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 416. 
As to the ranges and percentages as claimed by applicant, It would have been obvious 
to one having ordinary skill in the art to reach an optimum range, since it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or workable ranges involves only routine skill in the art. In re Aller, 105 
USPQ 233. 

Claims 30, 31, are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pope et al. (6,290,726) in view of Larsen et al (5,782,832) in view of Buttner-Janz et al. 
(5,401,269). 

With respect to claims 30, 31 , it is noted that the above combination of 
references discloses all the limitations, except for an opening adapted to receive a first 
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projection and second projection of the shell; as claimed by applicant. However, in a 
similar art, Buttner-Janz et al evidence the use of a core having an opening adapted to 
receive a projection of the shell to limit the rotational movement and the bending 
movement of the prosthesis. 

Therefore, given the teaching of Buttner-Janz et al, it would have been obvious to 
one having ordinary skill in the art, at the time the invention was made to modify the 
device of Pope/Larsen et al, as taught by Butter-Janz et al to limit the rotational 
movement and the bending movement of the prosthesis. 

Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pope et 
al. (6,290,726) in view of Larsen et al. (5,782,832) in view of Suddaby (6,395,034). 

With respect to claim 34, it is noted that the above combination of references 
teaches all the limitations, except for a recess in the first portion and a projection in the 
second portion; as claimed by applicant. However, in a similar art, Suddaby evidences 
the use of an intervertebral disc prosthesis with a recess in the first portion and a 
projection in the second portion adapted to engage the recess in the first portion 
allowing the first portion and the second portion to move away and toward from each 
other. 

Therefore, given the teaching of Suddaby, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the device of 
Pope/Larsen et al, as taught by Suddaby, to allow the first portion and the second 
portion to move away and toward each other. 

Response to Amendment 
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Applicant's arguments filed 2/20/08 have been fully considered but they are not 
persuasive. Applicant stated that using the resilient material such as a synthetic rubber 
or elastomeric material in the device of Pope would destroy the purpose or function of 
the device of Pope. The examiner begs to differ. Pope first concern is to minimize wear 
and tear and a decreased coefficient of friction, therefore having maximum life of the 
replaced joint. In column 1 1 , lines 13-63, Pope discloses that the substrate could be a 
super-hard material, a corrosion-resistant metal, ceramic or polymer material. Since the 
substrate could be a polymer, and only the surface needs to be a polycrystalline 
diamond, replacing the polymeric material of Pope with the elastomeric material of 
Larsen et al would have been obvious to one having ordinary skill in the art. It has been 
held to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. In re 
Leshin, 125 USPQ 416. In this present case, the elastomeric material of Larsen would 
be covered with the polycrystalline diamond material as taught by Pope, thereby still 
providing an implant having increased wear resistant and a decreased coefficient of 
friction. 

In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
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reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pedro Philogene whose telephone number is (571 ) 272- 
4716. The examiner can normally be reached on Monday to Friday 6:30 AM to 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272 - 4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Pedro Philogene/ 

Primary Examiner, Art Unit 3733 

May 16, 2008 



